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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group II, claims 33-39, drawn to the 
prevention/treatment of infection, in the reply filed on July 24, 2009 is acknowledged. All 
previously pending claims, drawn to nonelected inventions, have been canceled. Claims 58-63 
are newly added and fall within the scope of the elected invention. Claims 33-39 and 58-63 are 
pending and under examination. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 38 and 39 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The claims are drawn to methods, each comprising a step of "identifying the two most 
prevalent agents capable of causing enteric disease in the geographic location of the patient." 
However, there is no definition of "geographic location." Therefore, one of ordinary skill would 
not be apprised of what constitutes infringing. 

Even if "geographic location" were defined, neither the claims nor the specification set 
forth any particular method of identifying said agents. A cursory review of the art suggests that 
there are many methods for surveying pathogens in an area. See for example, Jiang et al (J. 
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Infect. Dis., 2002) and Pradel et al (J. Clin. Microbiol., 2000). The former tests self-selected 
hotel guests in three areas, while the latter randomly tests children, cows and food in a region of 
France. It is not clear that every possible method of surveying pathogens would come up with the 
same result. The existence of a variety of testing methods that can result in different findings also 
makes the method indefinite. 

Furthermore, it is not clear that this identification step of the method actually requires a 
tangible action. That is, if the claim is broad enough to embrace any method, one of those might 
be hearing a news report identifying said pathogens. Again, it is not clear how one would make 
the determination as to infringement in this case. 

For the reasons set forth above, these claims are deemed vague and indefinite. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

Claims 33-39, 58 and 59 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Prieto et al (US 2002/0019991). 

Prieto discloses the administration of a composition comprising at least one glycan 
comprising a fiicose in an a 1,2 linkage for the prevention or treatment of enteric infections, V. 
cholerae ox E. coli. See particularly paragraphs [0028]-[0034]. The glycan entities include 
glycoproteins and glycolipids. 
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The reference is silent regarding the identification of prevalent pathogens, but as 
discussed above, it is not clear that the identification step requires any actual tangible action. 
However, the fact that the reference particularly teaches two particular pathogens suggests the 
inherent accomplishment of this step. 

Claims 33-35, 37, 58 and 59 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Vanmaele et al (US 6,291,435). 

Vanmaele teaches the administration of multivalent fucosylated oligosaccharides for the 
prevention or amelioration of symptoms of enteropathic E. coli infection. See, for example. 
Table 1; col 5, lines 25-54; Table 2; col 1 1, lines 16-50 and Example 1. 

Claims 33-39, 58, 59 and 61-63 are rejected under 35 U.S.C. 102(b) as being anticipated 
by YoUcen et al (J. Clin. Invest., 1992) with Wilson et al (J. Proteome Res., 2007) to demonstrate 
inherency. 

Yolken teaches the administration of human milk mucin, as well as two glycoprotein 
components of the mucin complex, to reduce the incidence of infection fi-om rotovirus. See 
abstract. By administering these agents, the incidence of other infections is also inherently 
reduced. The reference does not characterize the carbohydrate components of these agents. 
However, Wilson discloses the structural prediction of a variety of oligosaccharides released 
fi-om human milk MFGM and the HWM fi-action. See Table 2. The reference specifically 
confirms the presence of Lewis a and Lewis b. See Figure 6 and paragraph 4 at page 3692. 
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It is known that the agents administered by Yolken are highly glycosylated and known to 
comprise at least some of the recited glycan entities. However, the Office does not have the 
facilities for preparing the claimed materials and fully characterizing the carbohydrate 
components of these agents, the burden is on Applicant to show a novel or unobvious difference 
between the claimed product and the product of the prior art. See In re Best, 562 F.2d 1252, 195 
USPQ 430 (CCPA 1977) and In re Fitzgerald, 619 F.2d 67, 205 USPQ 594 (CCPA 1980). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A palcnl may nol be oblaincd though the invention is not identically disclosed or described as scl Ibrlh in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 33-35, 37 and 58-60 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Vanmaele et al (US 6,291,435) in view of Stahl et al (US 5,470,843) and Prestwich et al (J. 
Controlled Release, 1998). 

Vanmaele teaches as set forth above. The reference does not teach the administration of a 
glycosaminoglycan. The reference exemplifies BSA as the support for the multivalent 
oligosaccharide product. The reference suggests the use of other polymers, such as 
polysaccharides as supports. See col 7, lines 42-67. 

Stahl teaches that various glycosaminoglycans, including hyaluronic acid, have utility as 
a support for multivalent oligosaccharide products to be administered for the treatment of 
bacterial and viral disorders. See col 4, lines 6-9 and 33-35; col 7, lines 14-24; and col 8-11. 

Prestwich teaches that hyaluronic acid is an immunoneutral polysaccharide that is 
amenable to multivalent functionalization and highly suitable as a drug delivery vehicle. See 
entire reference. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the polyvalent BSA structure by substituting another suitable 
polymer for BSA as the support for the polyvalent structure with a reasonable expectation of 
success because it is suggested by the art. It would be within the scope of the artisan to select one 
such as hyaluronic acid because it is known to be useful in preparing similar products having 
similar utility to those disclosed in Vanmaele. 
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Claims 33-39, 58, 59, 62 and 63 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Prieto et al (US 2002/0019991). 

Prieto teaches as set forth above. The reference does not specifically teach the 
identification of prevalent pathogens. 

The reference is particularly drawn to the prevention and treatment of V. cholerae and E. 
coli and does not specifically address prevention and treatment of C. jejuni. However, the 
reference specifically discloses avid binding (indication of utility in prevention/treatment of 
pathogen) with some of the described ohgosaccharides, particularly H-2 (Fucal-2Gaipi- 
4GlcNAc). See example I. 

The reference does not particularly disclose a composition or conjugate having more than 
one oligosaccharide. However, the reference specifically suggests compositions and 
glycoconjugates (including glycoproteins) having ''at least one fucose residue in an a 1-2 
linkage." (emphasis added) See for example, paragraph [0031]. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to identify the most prevalent pathogens in the geographic area of a patient 
to determine to which agent the patient is susceptible in order to determine what therapeutic 
protocol would be most beneficial to that patient. It would be further obvious to use a 
composition disclosed comprising H-2 for the prevention/treatment of C. jejuni with a reasonable 
expectation of success because the reference discloses strong binding of C. jejuni with this 
oligosaccharide. Finally, it would be further obvious to prepare compositions or glycoconjugates, 
including glycoproteins, having more than one of the recited oligosaccharides with a reasonable 
expectation of success because it is suggested by the art. 
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Examiner's hours, phone & fax numbers 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Thursday, and Friday 7:30 to 4:00 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ms. 
Anna Jiang (571) 272-0627, may be contacted. The fax number for Group 1600, Art Unit 1623 
is (571) 273-8300. 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. Information regarding the status of an application may be obtained 
from the Patent Application Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished application is available through Private PAIR only. For more information about the 
PAIR system, see http://paii-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Elecfronic Business Center (EBC) at 866-217-9197. 
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